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AESCULAP® TSPACE® PEEK (3rd generation) /[TSPACE® XP /
TSPACE® 3D

Instruments
Legend
A Insertion instrument SN305R (assembled)
B Insertion instrument SN305R (disassembled):

1 Tube

2 Switch

3 Rotary nut

4 lIrrigation connector

5 Pin

6 Rod

7 Dihedron
C Slap hammer SN320R
D Trial implant
E Packing block SN304R
F Packing block SN704R
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1.  About this document

Note
General risk factors associated with surgical procedures
are not described in these instructions for use.

1.1 Scope
These instructions for use apply for the following prod-
ucts:

SN304R TSPACE PEEK/TSPACE XP packing block

SN305R  TSPACE PEEK/TSPACE XP insertion
instrument

SN320R TSPACE PEEK/TSPACE XP slap hammer

SN704R TSPACE 3D packing block

TSPACE PEEK/TSPACE XP/TSPACE 3D trial implants
26 mm

SN322R Trial implant 5° 26 x 11.5 x 7 mm

SN323R Trial implant 5° 26 x 11.5 x 8 mm

SN324R Trial implant 5° 26 x 11.5 x 9 mm

SN325R Trial implant 5° 26 x 11.5 x 10 mm
SN326R Trial implant 5° 26 x 11.5x 11 mm
SN327R Trial implant 5° 26 x 11.5 x 12 mm
SN328R Trial implant 5° 26 x 11.5 x 13 mm
SN329R Trial implant 5° 26 x 11.5 x 14 mm
SN330R Trial implant 5° 26 x 11.5 x 15 mm
SN332R Trial implant 5° 26 x 11.5 x 17 mm

TSPACE PEEK/TSPACE XP/TSPACE 3D trial implants
30 mm

SN352R Trial implant 5° 30 x 11.5x 7 mm

SN353R Trial implant 5° 30 x 11.5 x 8 mm

SN354R Trial implant 5° 30 x 11.5x 9 mm

SN355R Trial implant 5° 30 x 11.5 x 10 mm
SN356R Trial implant 5° 30 x 11.5x 11 mm
SN357R Trial implant 5° 30 x 11.5 x 12 mm
SN358R Trial implant 5° 30 x 11.5 x 13 mm
SN359R Trial implant 5° 30 x 11.5 x 14 mm
SN360R Trial implant 5° 30 x 11.5 x 15 mm
SN362R Trial implant 5° 30 x 11.5x 17 mm

TSPACE PEEK/TSPACE XP/TSPACE 3D trial implants
34 mm

SN382R Trial implant 5° 34 x 11.5x 7 mm

SN383R Trial implant 5° 34 x 11.5 x 8 mm

SN384R Trial implant 5° 34 x 11.5x 9 mm

SN385R Trial implant 5° 34 x 11.5 x 10 mm
SN386R Trial implant 5° 34 x 11.5x 11 mm
SN387R Trial implant 5° 34 x 11.5x 12 mm
SN388R Trial implant 5° 34 x 11.5x 13 mm
SN389R Trial implant 5° 34 x 11.5 x 14 mm
SN390R Trial implant 5° 34 x 11.5 x 15 mm
SN392R Trial implant 5° 34 x 11.5x 17 mm




TSPACE 3D trial implants 38 mm

Art. no. Designation
SN783R Trial implant 5° 8 x 11.5 x 38 mm
SN784R Trial implant 5° 9 x 11.5 x 38 mm
SN785R Trial implant 5° 10 x 11.5 x 38 mm
SN786R Trial implant 5° 11 x 11.5 x 38 mm
SN787R Trial implant 5° 12 x 11.5 x 38 mm
SN788R Trial implant 5° 13 x 11.5 x 38 mm
SN790R Trial implant 5° 15 x 11.5 x 38 mm
Note

The applicable CE mark for the product can be seen on
the label or packaging of the product.

» For article specific instructions for use and material
compatibility and lifetime information, see
B. Braun elFU at eifu.bbraun.com

1.2  Safety messages

Safety messages make clear the dangers to patient,
user and/or product that could arise during the use of
the product. Safety messages are labeled as follows:

/\ WARNING
Indicates a possible threat of danger. If not avoided,
minor or moderate injury may result.

/\ cauion
Indicates a possible threat of material damage. If
not avoided, the product may be damaged.

2. Clinical use
2.1 Areas of use and limitations of use

2.1.1 Intended use

The TSPACE PEEK/TSPACE XP/TSPACE 3D instruments
are used to insert TSPACE PEEK (third generation),
TSPACE XP and TSPACE 3D trial implants and implants
into the thoracolumbar spine.

The SN305R insertion instrument is used for implant-
ing implants and for determining the implant size by
inserting trial implants into the intervertebral space.
The slap hammer SN320R is coupled to the insertion
instrument. The slap hammer is used to expel the trial
implants from the intervertebral space or to revise the
implants.

The packing blocks SN304R (for TSPACE PEEK (3rd
generation) [ TSPACE XP) and SN704R (for TSPACE 3D)
are used to hold the implants on the surgical table
while filling the inner window with bone material.

2.1.2 Indications

Note

The manufacturer is not responsible for any use of the
product against the specified indications and/or the
described applications.

For indications, see Intended use.

2.1.3 Contraindications
No known contraindications.

2.2 Safety information
2.2.1 Clinical user

General safety information

To prevent damage caused by improper setup or oper-

ation, and to not compromise the manufacturer war-

ranty and liability:

» Use the product only according to these instruc-
tions for use.

» Follow the safety and maintenance instructions.

» Ensure that the product and its accessories are
operated and used only by persons with the requi-
site training, knowledge and experience.

» Store any new or unused products in a dry, clean,
and safe place.



» Prior to use, check that the product is in good work-
ing order.

» Keep the instructions for use accessible for the
user.

Note

The user is obligated to report all severe events in con-
nection with the product to the manufacturer and the
responsible authorities of the state in which the user is
located.

Notes on surgical procedures

It is the user's responsibility to ensure that the surgical
procedure is performed correctly.

Appropriate clinical training as well as a theoretical
and practical proficiency of all the required operating
techniques, including the use of this product, are pre-
requisites for the successful use of this product.

The user is required to obtain information from the
manufacturer if there is an unclear preoperative situa-
tion regarding the use of the product.

2.2.2 Product

Product-specific safety information
» Only use the product with visual control.

2.2.3 Sterility

The product is delivered in an unsterile condition.

» Clean the new product after removing its transport
packaging and prior to its initial sterilization.

2.3  Application

A WARNING

Risk of injury and/or malfunction!

» Prior to each use, inspect the product for loose,
bent, broken, cracked, worn, or fractured com-
ponents.

» Always carry out a function test prior to each
use of the product.

2.3.1 Preparing the implant bed

A WARNING

Risk of injury to nerves, blood vessels, and tissue

caused by sharp instruments!

» To avoid injuries, proceed with extreme care
during the operation.

» Resect the facet joint.

» Open the intervertebral disk space.

» Restore the height of the intervertebral disk using
distractors.

» Clear the intervertebral disk space using rongeurs,
sharp spoons and curettes.

» If necessary, apply bone material.

2.3.2 Determining the implant height with
the trial implant

Pick up the trial implant with the insertion instru-

ment

» Turn the rotary nut 3 on the insertion instrument A
counterclockwise (“loosen” direction) to push the
rod 6 forward, see Fig. 1.

256 3
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Fig. 1 Close-up view of the insertion instrument,
switch open



Couple the trial implant D to the dihedron 7 on the
insertion instrument, A see Fig. 2. When doing so,
pay attention to the orientation of the trial implant
(orientation according to the marking on the inser-
tion instrument).

» Use the insertion instrument SN305R or SN705R
for TSPACE PEEK [ TSPACE XP | TSPACE 3D trial
implants. Refer to TA015946 for application
instructions for SN705R.

v

Fig.2 Coupling the trial implant to the insertion
instrument

Note
The switch 2 can only be turned when the rod is in the
front position and the pin 5 is fully visible in the switch.

» Turn the switch 2 to the right (direction &), see
Fig. 3.

25 3

Fig. 3 Close-up view of the insertion instrument,
switch closed

» Hold the trial implant D at 0° position on the inser-
tion instrument A, see Fig. 8.

» Turn the rotary nut 3 on the insertion instrument A
clockwise (“tighten" direction) until the trial
implant is clamped, see Fig. 4.

25 3

Fig. 4 Close-up view of the insertion instrument, trial
implant/implant clamped

» Check manually that the trial implant is securely in
place.

Inserting the trial implant
» Insert the trial implant D with the insertion
instrument 1 straight (0° position) into the pre-

pared implant bed. To do so, carefully hit with a

hammer on the impact surface of the rotary nut 3.

» To turn the trial D implant:

- Gently turn the rotary nut 3 counterclockwise
("loosen” direction). When doing so, make cer-
tain that the pin 5 remains outside of the
switch 2.

- Impact the trial implant D further with the
hammer until the required end position is
reached.

» Check the position of the trial implant D using
intraoperative X-ray control.



Removing the trial implant
» Mounting the slap hammer C onto the insertion
instrument A, see Fig. 5.

Fig. 5 Mounting the slap hammer onto the insertion
instrument

» Carefully expel the trial implant D using the slap
hammer C out of the intervertebral space, see
Fig. 6.

Fig. 6 Expelling the trial implant/implant with the
slap hammer

» Uncoupling the slap hammer C from the insertion
instrument A.

Uncoupling the trial implant from the insertion

instrument

» Turn the rotary nut3 counterclockwise ("loosen”
direction), until the pin 5 is fully in the switch 2,
see Fig. 3. When doing so, ensure that the pin 5
does not jam the switch 2.

» Turn the switch 2 to the left (direction g), see
Fig. 1.

» Remove the trial implant.

» If necessary, repeat the process with the next big-
gest trial implant, until the correct implant size is
determined.

2.3.3 Inserting the implant in the implant
bed

Picking up the implant with the insertion instru-

ment

» Select an implant according to the size of the trial
implant.

» Remove the implant with protective packaging
from the sterile packaging.

» Mount the implant a in the protective packaging
onto the dihedron 7 of the insertion instrument A,
see Fig. 7. When doing so, pay attention to the ori-
entation of the implant (orientation according to
the marking on the insertion instrument).

» Use the insertion instrument SN305R or SN705R
for TSPACE PEEK [ TSPACEXP [ TSPACE 3D
implants. Refer to TA015946 for application
instructions for SN705R.

Fig. 7 Coupling the implant to the insertion instru-
ment

Legend

a Implant

» Turn the switch 2 to the right (direction g), see
Fig. 3.
» Hold the implant at 0° position, see Fig. 8.
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Fig. 8 Implant at 0° position

» Turn the rotary nut 3 on the insertion instrument A
clockwise (:"tighten" direction) until the trial
implant is clamped, see Fig. 4.

» Remove the protective packaging from the implant.

» Check manually that the implant is securely in
place.



Filling the implant with bone material (optional)

» Place implant a in packing block E (PEEK and XP) or
F (3D), see Fig.9. When doing so, observe the
implant length (markings on the packing block
indicate lengths).

f
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Fig.9 Implant in packing block

» Compress the bone grafts or bone replacement
material in the inner window of the implant a using
the punch (tamper) provided in the set. When doing
so, ensure that the punch (tamper) does not dam-
age the surface of the implant.

Inserting the implant

» Insert the implanta with the insertion
instrument A straight (0° position) into the pre-
pared implant bed. To do so, carefully hit with a
hammer on the impact surface of the rotary nut 3.

"

Fig. 10 Inserting the implant into the implant bed

» To turn the implant a:

- Gently turn the rotary nut 3 counterclockwise
("loosen” direction). When doing so, make cer-
tain that the pin 5 remains outside of the
switch 2.

- Impact the implant a further with the hammer
until the required end position is reached.

» Check the position of the implant a using intraop-
erative X-ray control.

» Once the end position (see Fig. 11) is reached: turn
the rotary nut 3 counterclockwise ("loosen" direc-
tion), until the pin 5 is fully in the switch 2, see
Fig. 3. When doing so, ensure that the pin 5 does
not jam the switch 2.

Fig. 11 Implant in end position

» Turn the switch 2 to the left (direction g), see
Fig. 1.

» Carefully remove the insertion instrument A from
the implant a. Avoid any tilting or canting of the
instrument when doing so.

» Place bone or bone replacement material around
the implant a.

Removing the implant intraoperatively

If, in the opinion of the surgeon, it becomes necessary

to remove the implant intraoperatively, carry out the

following steps:

» Check the position for coupling the insertion
instrument A, see Fig. 1.

» Couple insertion instrument A to implant a in situ,
see Fig. 7.

» Turn the switch 2 to the right (direction ), see
Fig. 3.

» Mounting the slap hammer B onto the insertion
instrument A, see Fig. 5.

» Carefully expel the implanta using the slap
hammer C out of the intervertebral space, see
Fig. 6.



3. Validated reprocessing pro-
cedure

3.1  General safety information

Note

Adhere to national statutory regulations, national and
international standards and directives, and local, clini-
cal hygiene instructions for sterile processing.

Note

For patients with Creutzfeldt-Jakob disease (CJD), sus-
pected CJD or possible variants of CJD, observe the rel-
evant national requlations concerning the reprocessing
of products.

Note
Mechanical reprocessing should be favored over man-
ual cleaning as it gives better and more reliable results.

Note
Successful processing of this medical device can only be
ensured if the processing method is first validated. The
operator/sterile processing technician is responsible for
this.

Note
If there is no final sterilization, then a virucidal disinfec-
tant must be used.

Note

For up-to-date information about reprocessing and
material  compatibility, see B.Braun elFU at
eifu.bbraun.com

The validated steam sterilization procedure was carried
out in the Aesculap sterile container system.

3.2  General information
Dried or affixed surgical residues can make cleaning
more difficult or ineffective and lead to corrosion.
Therefore the time interval between application and
processing should not exceed 6 h; also, neither fixating
pre-cleaning temperatures >45 °C nor fixating disin-
fecting agents (active ingredient: aldehydes/alcohols)
should be used.
Excessive measures of neutralizing agents or basic
cleaners may result in a chemical attack and/or to fad-
ing and the laser marking becoming unreadable visu-
ally or by machine for stainless steel.
Residues containing chlorine or chlorides e.g. in surgi-
cal residues, medicines, saline solutions and in the ser-
vice water used for cleaning, disinfection and steriliza-
tion will cause corrosion damage (pitting, stress
corrosion) and result in the destruction of stainless
steel products. These must be removed by rinsing thor-
oughly with demineralized water and then drying.
Additional drying, if necessary.
Only process chemicals that have been tested and
approved (e.g. VAH or FDA approval or CE mark) and
which are compatible with the product's materials
according to the chemical manufacturers' recommen-
dations may be used for processing the product. All the
chemical manufacturer's application specifications
must be strictly observed. Failure to do so can result in
the following problems:

m Optical changes of materials, e.g. fading or discol-
oration of titanium or aluminum. For aluminum,
the application/process solution only needs to be of
pH >8 to cause visible surface changes.

m Material damage such as corrosion, cracks, fractur-
ing, premature aging or swelling.

» Do not use metal cleaning brushes or other abra-
sives that would damage the product surfaces and
could cause corrosion.

» Further detailed advice on hygienically safe and
material-/value-preserving reprocessing can be
found at www.a-k-i.org, link to "AKI-Brochures",
"Red brochure".



3.3  Reusable products

B There is no set maximum number of uses and prep-
aration cycles for the product.

B The life of the product is limited by damage, normal
wear and tear, type and duration of use, as well as
handling, storage and transport of the product.

m A careful visual and functional inspection before
the next use is the best opportunity to recognize a
product that is no longer functional.

3.4  Preparations at the place of use

» |f applicable, rinse non-visible surfaces preferably
with deionized water, with a disposable syringe for
example.

» Remove any visible surgical residues to the extent
possible with a damp, lint-free cloth.

» Transport the dry product in a sealed waste con-
tainer for cleaning and disinfection within 6 hours.

3.5  Preparing for cleaning

» Disassemble the product prior to cleaning, see Dis-
assembly.

» For mechanical cleaning: mount the irrigation
connector 4 to the rear end of the rotary nut 3.

3.6 Disassembly

SN305R insertion instrument

» Turn the rotary nut 3 counterclockwise (“loosen”
direction).

» Turn the switch 2 to the left (direction g), see
Fig. 1.

» Turn the rotary nut 3 clockwise (“tighten" direc-
tion), until the rod 6 is out of the thread.

» Remove the rod 6 from the tube 1, see Fig. 12.
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Fig. 12 Insertion instrument disassembled

3.7  Cleaning/Disinfection

3.7.1 Product-specific safety information
on the reprocessing method
Damage to or destruction of the product due to inap-
propriate cleaning/disinfecting agents and/or excessive
temperatures!
» Following the manufacturer's instructions, use
cleaning and disinfecting agents
- thatare approved for plastic material and high-
grade steel.
- that do not attack softeners (e.g., in silicone).
» Observe specifications regarding concentration,
temperature and exposure time.
» Do not exceed the maximum allowable disinfection
temperature of 95 °C.

» Use suitable cleaning/disinfecting agents if the
product is put away in a wet condition. To prevent
foaming and degradation of the efficacy of the pro-
cess chemicals: prior to mechanical cleaning and
disinfection, rinse the product thoroughly with run-
ning water

» SN304R/SN704R packing block: manually pre-
clean the product (with a cleansing brush) if there
are residues of bone, tissue or ancillary materials
(such as plaster or bone cement).



3.7.2 Validated cleaning and disinfection procedure

Validated procedure

Manual cleaning with
immersion disinfection

m SN304R
m SN704R

m Trial implants

Manual cleaning with
ultrasound and immer-
sion disinfection

m SN305R

m SN320R
Mechanical alkaline

cleaning and thermal dis-
infection

B SN304R
m SN704R

Specific requirements

H Suitable cleaning brush

B 20 ml disposable syringe

Drying phase: Use a lint-free cloth or
medical compressed air

B Suitable cleaning brush

B 20 ml disposable syringe

Drying phase: use a lint-free cloth or
medical compressed air

Place the product on a tray that is
suitable for cleaning (avoid rinsing
blind spots).

Reference

Chapter Manual cleaning/disinfection and

subsection:

m Chapter Manual cleaning with immer-
sion disinfection

Chapter Manual cleaning/disinfection and

subsection:

m Chapter Manual cleaning with ultra-
sound and immersion disinfection

Chapter Mechanical cleaning/disinfection

and subsection:

m Chapter Mechanical alkaline cleaning
and thermal disinfection

Manual pre-cleaning
with brush and subse-
quent mechanical alka-
line cleaning and thermal
disinfection

B SN320R

W Trial implants

Manual pre-cleaning
with ultrasound and
brush, and subsequent
mechanical alkaline
cleaning and thermal dis-
infection

m SN305R

Suitable cleaning brush
20 ml disposable syringe

Place the product on a tray that is
suitable for cleaning (avoid rinsing
blind spots).

B Suitable cleaning brush

B 20 ml disposable syringe

Place the product on a tray that is
suitable for cleaning (avoid rinsing
blind spots).

Chapter Mechanical cleaning/disinfection

with manual pre-cleaning and subsection:

m Chapter Manual pre-cleaning with a
brush

m Chapter Mechanical alkaline cleaning
and thermal disinfecting

Chapter Mechanical cleaning/disinfection

with manual pre-cleaning and subsection:

m Chapter Manual pre-cleaning with
ultrasound and brush

m Chapter Mechanical alkaline cleaning
and thermal disinfecting

3.8

Manual cleaning/disinfection

» Prior to manual disinfecting, allow water to drip off
for a sufficient length of time to prevent dilution of

the disinfecting solution.

» After manual cleaning/disinfection, check visible

surfaces visually for residues.

» Repeat the cleaning/disinfection process if neces-

sary.



3.8.1 Manual cleaning with immersion disinfection

Disinfecting clean- RT (cold)

Aldehyde-free, phenol-free, and

ing QUAT-free concentrate, pH ~ 9%
1] Intermediate rinse  RT (cold) 1 D-W -
[} Disinfection RT (cold) 5 D-W Aldehyde-free, phenol-free, and
QUAT-free concentrate, pH ~ 9*
v Final rinse RT (cold) 1 FD-W -
\" Drying RT - - -
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at
least)
RT: Room temperature
*Recommended: BBraun Stabimed fresh
» Note the information on appropriate cleaning Phase Il

brushes and disposable syringes, see Validated
cleaning and disinfection procedure.

Phase |

» Fully immerse the product in the cleaning/disinfec-
tant for at least 15 min. Ensure that all accessible
surfaces are moistened.

» Clean the product with a suitable cleaning brush in
the solution until all discernible residues have been
removed from the surface.

» If applicable, brush through non-visible surfaces
with an appropriate cleaning brush for at least
1 min.

» Mobilize non-rigid components, such as set screws,
links, etc. during cleaning.

» Thoroughly rinse through these components with
the cleaning disinfectant solution (at least five
times), using a disposable syringe.

Phase Il

» Rinse/flush the product thoroughly (all accessible
surfaces) under running water.

» Mobilize non-rigid components, such as set screws,
joints, etc. during rinsing.

» Drain any remaining water fully.

» Fully immerse the product in the disinfectant solu-
tion.

» Mobilize non-rigid components, such as set screws,
joints, etc. during rinsing.

» Rinse lumens at least 5 times at the beginning of
the exposure time using an appropriate disposable
syringe. Ensure that all accessible surfaces are
moistened.

Phase IV

» Rinse/flush the product thoroughly (all accessible
surfaces).

» Mobilize non-rigid components, such as set screws,
joints, etc. during final rinse.

» Rinse lumens with an appropriate disposable
syringe at least five times.

» Drain any remaining water fully.

Phase V

» Dry the product in the drying phase with suitable
equipment (e.g. cloth, compressed air), see Vali-
dated cleaning and disinfection procedure.



3.8.2 Manual cleaning with ultrasound and immersion disinfection

| Ultrasonic cleaning RT (cold) Aldehyde-free, phenol-free, and
QUAT-free concentrate, pH ~ 9*
1] Intermediate rinse RT (cold) 1 D-W -
[} Disinfection RT (cold) 5 D-W Aldehyde-free, phenol-free, and
QUAT-free concentrate, pH ~ 9*
v Final rinse RT (cold) 1 FD-W -
\' Drying RT - - -
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at
least)
RT: Room temperature
*Recommended: BBraun Stabimed fresh
» Note the information on appropriate cleaning Phase Il

brushes and disposable syringes, see Validated
cleaning and disinfection procedure.

Phase |

» Clean the product in an ultrasonic cleaning bath
(frequency 35 kHz) for at least 15 min. Ensure that
all accessible surfaces are immersed and acoustic
shadows are avoided.

» Clean the product with a suitable cleaning brush in
the solution until all discernible residues have been
removed from the surface.

» If applicable, brush through non-visible surfaces
with an appropriate cleaning brush for at least
1 min.

» Mobilize non-rigid components, such as set screws,
links, etc. during cleaning.

» Thoroughly rinse through these components with
the cleaning disinfectant solution (at least five
times), using a disposable syringe.

Phase Il

» Rinse/flush the product thoroughly (all accessible
surfaces) under running water.

» Mobilize non-rigid components, such as set screws,
joints, etc. during rinsing.

» Drain any remaining water fully.

» Fully immerse the product in the disinfectant solu-
tion.

» Mobilize non-rigid components, such as set screws,
joints, etc. during rinsing.

» Rinse lumens at least five times at the beginning of
the exposure time with an appropriate disposable
syringe. Ensure that all accessible surfaces are
moistened.

Phase IV

» Rinse/flush the product thoroughly (all accessible
surfaces) under running water.

» Mobilize non-rigid components, such as set screws,
joints, etc. during final rinse.

» Rinse lumens with an appropriate disposable
syringe at least five times.

» Drain any remaining water fully.

Phase V

» Dry the product in the drying phase with suitable
equipment (e.g. cloth, compressed air), see Vali-
dated cleaning and disinfection procedure.
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3.9  Mechanical cleaning/disinfection

Note

The cleaning and disinfection device must be of tested
and approved effectiveness (e.g. FDA approval or CE

mark according to DIN EN ISO 15883).

Note

The cleaning and disinfection device used for processing
must be serviced and checked at reqular intervals.

3.9.1 Mechanical alkaline cleaning and thermal disinfection

Machine type: single-chamber cleaning/disinfecting machine without ultrasound

Prerinse <25(77
l Cleaning 55/131 10 FD-W m Concentrate, alkaline:
- pH=13
- <5 % anionic surfactant
B 0.5 % working solution
- pH~11*
1 Intermediate rinse >10/50 1 FD-W -
v Thermal disinfecting 90/194 5 FD-W -
\' Drying - - - According to the program for cleaning
and disinfection device
DW: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at
least)

*Recommended: BBraun Helimatic Cleaner alkaline

» Check visible surfaces for residues after mechanical

cleaning/disinfecting.



3.10 Mechanical cleaning/disinfection
with manual pre-cleaning

Note

The cleaning and disinfection device must be of tested

and approved effectiveness (e.g. FDA approval or CE

mark according to DIN EN ISO 15883).

Note
The cleaning and disinfection device used for processing
must be serviced and checked at reqular intervals.

3.10.1 Manual pre-cleaning with a brush

Disinfectant RT (cold) Aldehyde-free, phenol-free, and
cleaning QUAT-free concentrate, pH ~ 9*
] Rinsing RT (cold) 1 - D-W -
D-W: Drinking water
RT: Room temperature

*Recommended: BBraun Stabimed fresh

» Note the information on appropriate cleaning
brushes and disposable syringes, see Validated
cleaning and disinfection procedure.

Phase |

» Fully immerse the product in the cleaning/disinfec-
tant for at least 15 min. Ensure that all accessible
surfaces are moistened.

» Clean the product with a suitable cleaning brush in
the solution until all discernible residues have been
removed from the surface.

» If applicable, brush through non-visible surfaces
with an appropriate cleaning brush for at least
1 min.

» Mobilize non-rigid components, such as set screws,
links, etc. during cleaning.

» Thoroughly rinse through these components with
the cleaning disinfectant solution (at least five
times), using a disposable syringe.

Phase Il

» Rinse/flush the product thoroughly (all accessible
surfaces) under running water.

» Mobilize non-rigid components, such as set screws,
joints, etc. during rinsing.
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3.10.2 Manual pre-cleaning with ultrasound and brush

| Ultrasonic cleaning RT (cold) >15 Aldehyde-free, phenol-free, and
QUAT-free concentrate, pH ~ 9*

] Rinsing RT (cold) 1 - D-W -
D-W: Drinking water
RT: Room temperature

*Recommended: BBraun Stabimed fresh

» Note the information on appropriate cleaning
brushes and disposable syringes, see Validated
cleaning and disinfection procedure.

Phase |

» Clean the product in an ultrasonic cleaning bath
(frequency 35 kHz) for at least 15 min. Ensure that
all accessible surfaces are immersed and acoustic
shadows are avoided.

» Clean the product with a suitable cleaning brush in
the solution until all discernible residues have been
removed from the surface.

» If applicable, brush through non-visible surfaces
with an appropriate cleaning brush for at least
1 min.

» Mobilize non-rigid components, such as set screws,
links, etc. during cleaning.

» Thoroughly rinse through these components with
the cleaning disinfectant solution (at least five
times), using a disposable syringe.

Phase Il

» Rinse/flush the product thoroughly (all accessible
surfaces) under running water.

» Mobilize non-rigid components, such as set screws,
joints, etc. during rinsing.



3.10.3 Mechanical alkaline cleaning and thermal disinfecting
Machine type: single-chamber cleaning/disinfection device without ultrasound

Prerinse <25/77
I Cleaning 55/131 10 FD-W m Concentrate, alkaline:
- pH=13
- <5 % anionic surfactant
B 0.5 % working solution
- pH=11"
[} Intermediate rinse >10/50 1 FD-W -
I\ Thermal disinfection 90/194 5 FD-W -
Vv Drying - - - According to the program for cleaning and
disinfection device
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at
least)

*Recommended: BBraun Helimatic Cleaner alcaline

» Check visible surfaces for residues after mechanical
cleaning/disinfecting.
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3.11 Inspection

» Allow the product to cool down to room tempera-
ture.

» Dry the product if it is wet or damp.

3.11.1 Visual inspection

» Ensure that all soiling has been removed. In partic-
ular, pay attention to mating surfaces, hinges,
shafts, recessed areas, drill grooves and the sides of
the teeth on rasps.

» If the product is dirty: repeat the cleaning and dis-
infection process.

» Check the product for damage, e.g. insulation or
corroded, loose, bent, broken, cracked, worn or
severely scratched and fractured components.

» Check the product for missing or faded labels.

» Check the products with long, slim shapes (in par-
ticular rotating instruments) for deformities.

» Check the surfaces for rough spots.

» Check the product for burrs that could damage tis-
sue or surgical gloves.

» Check the product for loose or missing parts.

» Immediately put aside damaged or inoperative
products and send them to Aesculap Technical Ser-
vice, see Technical service.

3.11.2 Functional test

/\ caution

Damage (metal cold welding /friction corrosion) to

the product caused by insufficient lubrication!

» Prior to function checks, lubricate moving parts
(e.g. joints, pusher components and threaded
rods) with maintenance oil suitable for the
respective sterilization process (e.g. for steam
sterilization: STERILIT® | oil spray JG60O or
STERILIT® | drip lubricator JG598).

» Assemble disassembled products, see Assembly.

» Check that the product functions correctly.

» Check that all moving parts are working property
(e.g. hinges, locks/latches, sliding parts etc.).

» Check for compatibility with associated products.

» Immediately put aside inoperative products and
send them to Aesculap Technical Service, see Tech-
nical service.

3.12 Assembly

SN305R insertion instrument

» Turn the switch 2 to the left (direction g).

» Insert the rod 6 into the tube 1, see Fig. 12.

» Turn the rotary nut 3 counterclockwise (“loosen”
direction) to push the rod 6 forward, see Fig. 1.

3.13 Packaging

» Place the product in its holder or on a suitable tray.
Ensure that sharp edges are covered.

» Package trays appropriately for the sterilization
process (e.g. in Aesculap sterile containers).

» Ensure that the packaging provides sufficient pro-
tection against contamination of the product dur-
ing storage.

3.14 Steam sterilization
Note

SN305R insertion instrument may only be sterilized in
disassembled state.

» Check to ensure that the sterilizing agent will come
into contact with all external and internal surfaces
(e.g., by opening any valves and faucets).
» Validated sterilization process
- Disassemble the product
- Steam sterilization using fractional vacuum
process

- Steam sterilizer according to DIN EN 285 and
validated according to DIN EN ISO 17665

- Sterilization using fractionated vacuum process
at 134 C/holding time 5 min

» If several devices are sterilized at the same time in
the same steam sterilizer: Ensure that the maxi-
mum permitted load according to the manufactur-
ers' specifications is not exceeded.

3.15 Storage

» Store sterile products in germ-proof packaging,
protected from dust, in a dry, dark, temperature-
controlled area.



4., Technical service

A CAUTION

Modifications carried out on medical technical

equipment may result in loss of guarantee/warranty

rights and forfeiture of applicable licenses.

» Do not modify the product.

» For service and repairs, please contact your
national B. Braun/Aesculap agency.

Service addresses
Aesculap Technischer Service
Am Aesculap-Platz
78532 Tuttlingen [ Germany

Phone: +49 7461 95-1601
Fax: +49 7461 16-2887
E-Mail: ats@aesculap.de

Other service addresses can be obtained from the
address indicated above.

5. Disposal

A WARNING

Risk of infection due to contaminated products!

» Adhere to national regulations when disposing
of or recycling the product, its components and
its packaging.

6.  Symbols on product and
packaging

@ Implant coupled
[8 Implant uncoupled



AESCULAP® TSPACE® PEEK (3rd generation) /[TSPACE® XP /
TSPACE® 3D

Nastroje

Legenda
A Zavéadéci nastroj SN305R (smontovany)
B Zavadéci nastroj SN305R (demontovany):

1 Trubice

2 Spina¢

3 Otocna matice

4 Proplachovaci pfipojka

5 Kolik

6 Tycka

7 Dvojita ploska
C Kladivo SN320R
D Zku3ebni implantat
E Plnici drzak SN304R
F Plnici drzak SN704R
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1.1 Oblast pouziti Zkusebni implantaty

Tento navod k pouZiti plati pro nasledujici vyrobky: TSPACE PEEK/TSPACE XP/TSPACE 3D 30 mm
SN304R  Plnici drzak TSPACE PEEK/TSPACE XP SN352R  Zkusebni implantat 5° 30 x 11,5 x 7 mm
SN305R  Zavadéci néstroj SN353R  ZkuSebni implantat 5° 30 x 11,5 x 8 mm

TSPACE PEEK/TSPACE XP SN354R  Zkugebni implantat 5° 30 x 11,5 x 9 mm

SN320R  Kladivo TSPACE PEEK/TSPACE XP SN355R  Zkusebni implantat 5° 30 x 11,5 x 10 mm
SN704R  TSPACE 3D pinici drzak SN356R  Zkusebni implantat 5° 30 x 11,5 x 11 mm

Zku3ebni implantéty SN357R  Zku3ebni implantat 5° 30 x 11,5 x 12 mm

TSPACE PEEK/TSPACE XP/TSPACE 3D 26 mm
SN358R  Zkusebni implantat 5° 30 x 11,5 x 13 mm

e s ussr zasniimpon 30X 516

SN322R  ZkuSebni implantat 5° 26 x 11,5 x 7 mm SN360R  Zkusebni implantat 5° 30 x 11,5 x 15 mm

SN323R  Zku3ebniimplantat 5° 26 x 11,5 x 8 mm SN362R  Zkusebni implantat 5° 30 x 11,5 x 17 mm
SN324R  Zku3ebniimplantat 5° 26 x 11,5 x 9 mm

Zkusebni implantaty

SN325R  Zkusebni implantat 5° 26 x 11,5 x 10 mm TSPACE PEEK/TSPACE XP/TSPACE 3D 34 mm
SN326R  ZkuSebni implantat 5° 26 x 11,5 x 11 mm -_
SN327R  Zkusebni implantdt 5° 26 x 11,5 x 12 mm SN382R  Zkusebni implantat 5° 34 x 11,5 x 7 mm
SN328R  ZkuSebni implantat 5° 26 x 11,5 x 13 mm SN383R  Zkusebni implantat 5° 34 x 11,5 x 8 mm
SN329R  Zkusebni implantat 5° 26 x 11,5 x 14 mm SN384R  Zkusebni implantat 5° 34 x 11,5x 9 mm
SN330R  Zkusebniimplantat 5° 26 x 11,5 x 15 mm SN385R  Zkusebni implantat 5° 34 x 11,5 x 10 mm
SN332R  ZkuSebni implantat 5° 26 x 11,5 x 17 mm SN386R  Zkusebni implantat 5° 34 x 11,5x 11 mm

SN387R  Zkusebni implantat 5° 34 x 11,5 x 12 mm

SN388R  Zkusebni implantat 5° 34 x 11,5 x 13 mm

SN389R  Zkusebni implantat 5° 34 x 11,5 x 14 mm

SN390R  Zkusebni implantat 5° 34 x 11,5 x 15 mm

SN392R  ZkuSebni implantat 5° 34 x 11,5 x 17 mm
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TSPACE 3D zkusSebni implantaty 38 mm
Kat. ¢.  Oznaceni

SN783R  Zku3ebniimplantat 5° 8 x 11,5 x 38 mm

SN784R  ZkuSebniimplantat 5° 9 x 11,5 x 38 mm

SN785R  Zkusebniimplantat 5° 10 x 11,5 x 38 mm

SN786R  Zkusebniimplantat 5° 11 x 11,5 x 38 mm

SN787R  ZkuSebniimplantat 5° 12 x 11,5 x 38 mm

SN788R  Zkusebniimplantat 5° 13 x 11,5 x 38 mm

SN790R  Zku3ebniimplantat 5° 15x 11,5 x 38 mm

Upozornéni
Prislusné oznaceni CE pro vyrobek je uvedeno na etiketé
nebo na obalu vyrobku.

» Navody k pouziti pro pfislusné vyrobky a informace
o0 snasenlivosti materialt a Zivotnosti naleznete v
dokumentu B. Braun elFU na webu eifu.bbraun.com

1.2 Vystrazna upozornéni

Vlystrazna upozornéni poukazuji na rizika pro pacienta,
uzivatele a/nebo vyrobek, ktera mohou vzniknout
béhem pouzivani vyrobku. ViystraZzna upozornéni jsou
oznacena nasledujicim zplsobem:

/\ VAROVANI

Oznacuje mozné hrozici nebezpeci. Pokud mu neni
zabranéno, mizZe mit za nasledek lehka nebo stiedné
zranéni.

A\ pozor

Oznacuje mozné hrozici vécné Skody. Pokud tomu
neni zabranéno, nasledkem muze byt poskozeni
vyrobku.
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2.  Klinické pouziti
2.1  Oblasti pouziti a omezeni pouziti

2.1.1  Uréeni ucelu

Nastroje TSPACE PEEK |/ TSPACE XP |/ TSPACE 3D se
pouzivaji k nasazeni zkusebnich implantati a implan-
tatd TSPACE PEEK (tfeti generace), TSPACE XP resp.
TSPACE 3D v torakolumbalni patefi.

Zavadéci nastroj SN305R se pouziva kimplantaci
implantatl a k uréeni velikosti implantatt zavadénim
zkusebnich implantati do meziobratlovych prostor.
Kladivo SN320R se pripoji k zavadécimu nastroji. Kla-
divo se pouziva k vytloukani zkusebnich implantatd
z meziobratlového prostoru nebo k revizi implantatd.
Plnici drzaky SN304R (pro TSPACE PEEK tfeti generace)
| TSPACE XP) a SN704R (pro TSPACE 3D) se pouzivaji k
fixaci implantatd na opera¢nim stole v pribéhu pinéni
vnitfnich dutin kostnim materialem.

2.1.2 Indikace

Upozornéni

Za pouZiti vyrobku v rozporu s uvedenymi indikacemi
a/nebo popsanymi zpisoby pouZiti vyrobce nenese
odpovédnost.

Pro indikace, viz Urceni ucelu.

2.1.3 Kontraindikace
Nejsou znamy kontraindikace.

2.2  Bezpecnostni pokyny
2.2.1 Klinicky uzivatel

Vseobecné bezpecnostni pokyny

Aby se predeslo Skodam v dusledku neodborné pripravy

a aplikace a nebyl ohroZen narok na zaruku:

» Pouzivejte vyrobek pouze podle pokynl uvedenych
v tomto navodu k pouziti.

» Respektujte bezpeénostni informace a pokyny
k provozni udrzbé.

» Vyrobek a pfislusenstvi mohou pouzivat vyhradné
osoby s patficnym vzdélanim, znalostmi a zkusSe-
nostmi.



» Novy vyrobek z vyroby ¢&i nepouZity vyrobek skla-
dujte na suchém, cistém a chranéném misté.

» Pred pouzitim vyrobek zkontrolujte na funkénost a
bezchybny stav.

» Navod k pouZiti uchovavejte na misté pfistupném
pro uzivatele.

Upozornéni

Uzivatel je povinen vsechny zdvaZné uddlosti, které
vznikly v souvislosti s vyrobkem nahldsit vyrobci a kom-
petentnimu ufadu stdtu, ve kterém md uZivatel sidlo.

Pokyny k operaénim zakrokim

UzZivatel nese zodpovédnost za odborné provedeni ope-
raéniho zakroku.

Predpokladem pro uspésné pouzivani tohoto vyrobku je
patfiéné klinické vzdélani i teoretické a praktické
zvladnuti potfebnych operacnich technik, véetné pou-
Zivani tohoto vyrobku.

UZivatel je povinen vyzvednout si informace u vyrobce,
pokud existuje nejasna pfedoperaéni situace ohledné
pouziti vyrobku.

2.2.2 \Vyrobek

Bezpecnostni pokyny specifické pro vyrobek
» Vyrobek pouzivejte pouze pod vizualni kontrolou.

2.2.3 Sterilita

Viyrobek se dodava v nesterilnim stavu

» Novy vyrobek po odstranéni prepravniho obalu a
pred prvni sterilizaci dikladné vyéistéte.

2.3 Pouziti

/\ VAROVANI

Nebezpedi urazu a/nebo nespravného fungovani!

» Pred kazdym pouzitim vyrobek zkontrolujte, zda
neobsahuje uvolnéné, zlomené, prasklé, opotie-
bené nebo ulomené ¢asti.

» Pred kazdym pouzitim proved'te funkéni zkousku.

2.3.1 Ptiprava luzka implantatu

I\ vAROVANi

Nebezpedi poranéni nervi, cév a tkani ostrymi

nastroji!

» V prubéhu operace pracujte zvlasté opatrné,
abyste zabranili vzniku poranéni.

» Resekujte fasetovy kloub.

» Otevrete prostor meziobratlové ploténky.

» Obnovte vySku meziobratlové ploténky pomoci dis-
traktord.

» Prostor  meziobratiové  ploténky
s pouzitim rongerd, ostrych Izic a kyret.

» Popfipadé aplikujte kostni material.

vycistéte

2.3.2 Urceni vysky implantatu s pouzitim
zkusebniho implantatu
Zachyceni zkusebniho implantatu zavadécim
nastrojem
» Otocte oto¢nou matici 3 na zavadécim nastroji A
proti sméru hodinovych ruéicek (ve sméru ,loosen"),
aby se tyc¢ka 6 posunula dopredu, viz Obr. 1.

256 3

!

Obr. 1 Pohled na zavadéci nastroj zblizka, spina¢ ote-
vieny
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Pfipojte zkusebni implantat D na dvojitou plosku 7
zavadéciho nastroje A, viz Obr. 2. Pfitom dbejte na
vyrovnani zkusebniho implantatu (orientace podle
popisku na nasazovacim ndstroji).

» PouZijte zavadéci nastroj SN305R nebo SN705R pro
zkudebni implantaty TSPACE PEEK | TSPACE XP |
TSPACE 3D. Viz dalsi pokyny k pouZiti pro SN705R
v TA015946.

v

Obr.2 Pfipojeni zkuSebniho implantatu na zavadéci
nastroj

Upozornéni

Spinacéem 2 Ize otdcet teprve tehdy, aZ je ty¢ka v predni

poloze a cely kolik 5 je vidét ve spinaci.

» Otocte spinatem 2 doprava (smér @), viz Obr. 3.
25 3

Obr.3 Pohled na zavadéci nastroj zblizka, spina¢
zavieny
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» DrZte zkuSebni implantat D v poloze 0° na zavadé-
cim nastroji A, viz Obr. 8.

» Otacejte otocnou matici 3 na zavadécim nastroji A
ve sméru hodinovych ruci¢ek (smér ,fix") az do
upnuti zkusebniho implantatu, viz Obr. 4.

25 3

Obr. 4 Detailni snimek zavadéciho nastroje, upnutého
zkusebniho implantatu/implantatu

» Ruéné zkontrolujte, zda zkusebni implantat pevné
sedi.

Zavedeni zkusebniho implantatu

» Nasadte zkusebni implantat D pomoci zavadéciho
nastroje 1 pfimo (v poloze pod uhlem 0°) do pfipra-
veného |Gzka implantatu. Pfitom opatrné tlucte

kladivem na narazovou plochu oto¢né matice 3.

» Postup otaceni zkuSebnim implantatem D:

- Otacejte otoCnou matici 3 lehce proti sméru
hodinovych ruéicek (smér ,loosen"). Pfitom
zajistéte, aby byl kolik 5 inadale mimo
spinac 2.

- Zku3ebni implantat D dale zatlute kladivem do
pozadované polohy.

» Kontrolujte polohu zkuSebniho implantatu D rent-
genovou kontrolou v priibéhu operace.



Odpojeni zkusebniho implantatu
» Namontujte kladivo C na zavadéci nastroj A, viz
Obr. 5.

Obr. 5 Montaz kladiva na zavadéci nastroj

» Zkusebni implantat D opatrné vytlucte kladivem C
z prostoru meziobratlové ploténky, viz Obr. 6.

Obr. 6 Vytluceni zkusebniho implantatuf/implantatu
kladivem

» Odmontujte kladivo C ze zavadéciho nastroje A.

Odpojeni zkusSebniho implantatu od zavadéciho

nastroje

» Otacejte otocnou matici 3 proti sméru hodinovych
ruéi¢ek (smér ,loosen"), dokud se nebude kolik 5
nachazet zcela ve spinadi 2, viz Obr. 3. Pfitom
dbejte na to, aby kolik 5 nezablokoval spina¢ 2.

» Otocte spinacem 2 doleva (smér g), viz Obr. 1.

Vyjméte zkuSebni implantat.

» Pripadné postup opakujte s implantatem nejblizsi
dalsi velikosti az do uréeni spravné velikosti
implantatu.

v

2.3.3 Zavedeni implantatu do luzka implan-
tatu

Uchopeni implantatu zavadécim nastrojem

» Zvolte implantat odpovidajici velikosti zkuSebnimu
implantatu.

» Implantat s ochrannym obalem vyjméte ze steril-
niho obalu.

» Implantat a v ochranném obalu nasurte na dvoji-
tou plosku 7 zavadéciho nastroje A, viz Obr. 7. Pfi-
tom dbejte na vyrovnani implantatu (orientace
podle popisku na zavadécim nastroji).

» PouZijte zavadéci nastroj SN305R nebo SN705R pro
implantaty TSPACE PEEK / TSPACE XP | TSPACE 3D.
Viz dalSi pokyny k pouZiti pro SN705R v TAO15946.

Obr. 7 Pfipojeni implantatu k nasazovacimu nastroji

Legenda
a Implantat

» Otocte spinatem 2 doprava (smér @), viz Obr. 3.
» Drzte implantat v poloze 0°, viz Obr. 8.

Obr. 8 Implantat v poloze 0°

» Otacejte otonou matici 3 na zavadécim nastroji A
ve sméru hodinovych ruciéek (smér: fix") az do
upnuti implantatu, viz Obr. 4.

» Odstranite z implantatu ochranny obal.

» Ruéné zkontrolujte, zda implantat pevné sedi.
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Naplnéni implantatu kostnim materialem (volitelné)

>

Vlozte implantat a do pIniciho drzaku E (PEEK a XP)
nebo F (3D), viz Obr. 9. Dbejte pfitom na polohu
implantatu (popis na pInicim drzaku udava odpovi-
dajici délku).

f

L34

Obr.

>

Zavi
| 4

.9 Implantat v plnicim drzaku

Zatlacte kostni $t€py a nahradni kostni material
s pouzitim tlouku dodaného v sadé do vnitfniho
okénka implantatu a. Zajistéte pritom, aby tlouk
neposkodil povrch implantatu.

edeni implantatu

Nasadte implantat a pomoci zavadéciho nastroje A
pfimo (v poloze pod dhlem 0°) do pfipraveného
lizka implantatu. Pritom opatrné tlucte kladivem
na narazovou plochu otoéné matice 3.

"

Obr. 10 Zavedeni implantatu do ldzka implantatu
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» Postup otaceni implantatem a:

- Otacejte otoCnou matici 3 lehce proti sméru
hodinovych ruéicek (smér ,loosen"). Pfitom
zajistéte, aby byl kolik 5 inadale mimo
spinac 2.

- Implantat a dale zatlu¢te kladivem do pozado-
vané polohy.

» Kontrolujte polohu implantatu a rentgenovou kon-

trolou v priibéhu operace.

» Jakmile dosahnete koncové polohy (viz Obr. 11),

otacejte otocnou matici 3 proti sméru hodinovych
ruéiéek (smér ,loosen"), dokud se nebude kolik 5
nachazet zcela ve spinaci 2, viz Obr. 3. Pfitom
dbejte na to, aby kolik 5 nezablokoval spina¢ 2.

Obr. 11 Implantat v koncové poloze

>
>

>

Otocte spinacem 2 doleva (smér g), viz Obr. 1.
Zavadéci nastroj A opatrné vytahnéte
z implantatu a. Zabrarite pfitom naklopeni nebo
naklonéni nastroje.

Aplikujte kostni material nebo nahradni kostni
material okolo implantatu a.

Odstranéni implantatu v prubéhu operace

Kdyz je dle nazoru chirurga nutno v pribéhu operace
implantdt odstranit, postupujte podle nasledujicich
krokd:

>

>

Zkontrolujte  polohu zavadéciho

nastroje A, viz Obr. 1.

k pripojeni

Zavadéci nastroj A pfipojte in situ na implantat a,
viz Obr. 7.

Otocte spinatem 2 doprava (smér @), viz Obr. 3.
Namontujte kladivo B na zavadéci nastroj A, viz
Obr. 5.

Implantat a opatrné vytlu¢te kladivem C z prostoru
meziobratlové ploténky, viz Obr. 6.



3. Validovana metoda upravy

3.1  Vseobecné bezpecnostni pokyny
Upozornéni

DodrZujte ndrodni zdkonné pfedpisy, ndrodni @ mezind-
rodni normy a smérnice a také vlastni hygienické pfed-
pisy pro upravu.

Upozornéni

U pacientd s Creutzfeldt-Jakobovou nemoci (CIN),
podezienim na CIN nebo jeji mozné varianty dodrzujte
votdzkdch upravy vyrobkd aktudiné platné ndrodni
predpisy.

Upozornéni

Strojni upravu je zapotrebi kvili lepsimu a spolehlivéj-
Simu vysledku ¢isténi upfednostnit pfed ruénim ¢isté-
nim.

Upozornéni

Meéjte na paméti, Ze uspésnd uprava tohoto zdravotnic-
kého prostredku muzZe byt zajiSténa pouze po predchozi
validaci procest upravy. Zodpovédnost za to nese pro-
vozovatel/subjekt provddéjici upravu.

Upozornéni
Pokud se neuskuteéni zdvéreénad sterilizace, je nutno
pouZit virucidni desinfekéni prostredek.

Upozornéni

Aktudlni informace o pfipravé a sndsenlivosti materidlu
naleznete také na B.Braun elFU na adrese
eifu.bbraun.com

Validovany postup parni sterilizace byl proveden v sys-
tému sterilizaéniho kontejneru Aesculap.

3.2  Vseobecné pokyny

Zaschlé resp. ulpéné zbytky po operaci mohou ¢isténi

zkomplikovat resp. eliminovat jeho u¢innost a mohou

vést ke korozi. Proto by neméla doba mezi pouzitim a

Upravou prekrocit 6 hodin a nemély by se aplikovat

fixaéni teploty k pred¢isténi >45 °C a nemély pouzivat

7adné fixaéni desinfekéni prostredky (na bazi aldehydu
nebo alkoholu).

Predavkovani neutralizaénich prostfedkd nebo zaklad-

nich Cisticich prostfedkl mize mit za nasledek che-

mické napadeni a/nebo vyblednuti a vizualni nebo
strojni necitelnost laserovych popiskd na nerezavéjici
oceli.

U nerezavéjicich oceli vedou zbytky chléru nebo chlo-

ridd, napf. zbytky po operaci, medikamenty, roztoky

kuchynské soli, obsazené ve vodé€ k ¢isténi, desinfekci a

sterilizaci, ke koroznim poskozenim (dilkova koroze,

koroze po mechanickém napéti) a tim ke znieni
vyrobkUl. K odstranéni je zapotiebi dostatecny oplach
demineralizovanou vodou s naslednym susenim.

V pfipadé¢ potreby dosuste.

Smi se pouzivat pouze pfezkousené a schvalené pro-

cesni chemikalie (napf. schvaleni VAH nebo FDA, pop¥.

oznaceni CE) a doporucené vyrobcem chemikalie s

ohledem na snasenlivost material(i. Veskeré pokyny k

pouziti od vyrobce chemikalie je nutno disledné dodr-

zovat. V opac¢ném pfipadé mohou nastat nasledujici
problémy:

B Optické zmény materidlu jako napf. vyblednuti
nebo zmény barvy u titanu a hliniku. U hliniku maze
dojit k viditelnym zmé&nam na povrchu jiz pfi hod-
noté pH >8 aplika¢niho/hotového roztoku.

W Poskozeni materialu jako napf. koroze, trhlinky,
nalomeni, pfed¢asné starnuti nebo bobtnani.

» K cisténi nepouzivejte kovové kartadce nebo jiné
abrazivni prostredky, které by mohly povrchy
poskodit, protoze jinak hrozi nebezpedi koroze.

» Dalsi podrobné pokyny k hygienicky bezpe¢né opé-
tovné Upravé Setrné vGci materialu a zachovavajici
hodnoty viz na www.a-k-i.org Rubrika "AKI-
Brochures", "Red brochure”.
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3.3  Vyrobky k opakovanému pouziti

B Pro vyrobek neni stanoven maximalni pocet cyklu
predsterilizaéni pfipravy.

m Zivotnost vyrobku je omezena poskozenim, normal-
nim opotrebenim, zpisobem a délkou pouziti, jakoz
i manipulaci, skladovanim a pfepravou vyrobku.

m Nejlepsi moznosti, jak rozpoznat jiz nefunkeni vyro-
bek, je pecliva vizualni a funkéni kontrola pred dal-
$im pouzitim.

3.4 Priprava na misté pouziti

» V pfipadé potfeby oplachnéte neviditelné povrchy
pokud mozno demineralizovanou vodou, napf. s
pouzitim jednorazové strikacky.

» Viditelné zbytky po operaci pokud moZno lplné
odstrante vlhkou, vlas nepoustéjici utérkou.

» Vyrobek transportujte suchy v uzavienych prevoz-
nich kontejnerech do 6 h k ¢isténi a desinfekci.

3.5 Priprava pfed cisténim
» Vyrobek pred ¢iSténim rozeberte, viz Demontaz.

» Pfi strojnim CciSténi: Pfimontujte proplachovaci
pfipojku 4 na zadni konec otoéné matice 3.

3.6 Demontaz

Zavadéci nastroj SN305R
» Otacejte oto¢nou matici 3 proti sméru hodinovych
ru¢i¢ek (smér ,loosen").

» Otocte spinacem 2 doleva (smér g), viz Obr. 1.

» Otacejte otocnou matici 3 ve sméru hodinovych
ruci¢ek (smér ,fix"), dokud se tycka 6 neuvolni ze
zavitu.

» Vytahnéte tyc¢ku 6 z trubice 1, viz Obr. 12.

16
\

1]

Obr. 12 Zavadéci nastroj demontovany
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3.7  Cisténi/dezinfekce

3.7.1 Bezpecnostni pokyny k postupu pred-
sterilizacni pfipravy specifické pro
vyrobek

Riziko poskozeni nebo zni¢eni vyrobku nevhodnymi &is-

ticimi/dezinfekénimi prostfedky a/nebo pFilis vysokymi

teplotami!

» Pouzivejte Cistici a dezinfekéni prostfedky podle

pokynu vyrobce,

- pripustné pro plasty a uslechtilou ocel.

- které  nenapadaji
(napt. v silikonu).

» DodrZujte pokyny pro koncentraci, teplotu a dobu

pusobeni.

» Neprekracujte dezinfekéni teplotu 95 °C.

zmékcovaci  pfisady

» Pfi dekontaminaci mokrou cestou pouZivejte
vhodné ¢istici/dezinfekéni prostfedky. Pro zamezeni
tvorby pény a zhorseni Ucinnosti procesni chemie:
Pred strojnim CiSténim a dezinfekci vyrobek
ddkladné oplachnéte pod tekouci vodou

» Plnici drzak SN304R/SN704R: V pfipadé pfitom-
nosti zbytkd kosti, tkané nebo pomocnych latek
(napf. otiskovaci hmota, kostni cement): Vyrobek
ruéné predcistéte (Cisticim kartackem).



3.7.2 Validovany postup ¢isténi a dezinfekce

Validovany postup

Zvlastnosti

Reference

Manualni ¢isténi a dezin-  m Vhodny €istici kartac Kapitola Ruéni ¢isténi/dezinfekce a podka-
fekee ponofenim B Injekeni stfikagka na jedno pouziti POl
m SN304R 20 ml B Kapitola Ru¢ni ¢isténi a desinfekce
onofenim
B SN704R B Faze suseni: PouZijte utérku, ktera P !
B Zkusebni implantaty nepousti vlakna, nebo |€karsky stla-
ceny vzduch
Ruéni ¢isténi ultrazvu- B Vhodny ¢istici karta¢ Kapitola Ruéni ¢isténi/dezinfekce a podka-
kem a dezinfekce pono- g ) vepen stiikatka na jedno pouziti PO
renim 20ml B Kapitola Ru¢ni Cisténi ultrazvukem a
m SN305R i L . i desinfekce ponofenim
B Faze suseni: PouZijte utérku, ktera
m SN320R nepousti vlakna, nebo Iékarsky stla-
éeny vzduch
Strojni alkalicke CiSténia  m Vyrobek ukladejte do sitového kose  Kapitola Strojni Cisténi/dezinfekce a podka-
tepelna dezinfekce uréeného k &isténi (zabrafite vzniku  Pitola:
m SN304R oplachovych stind). H Kapitola Strojni alkalické ¢isténi a
® SN704R tepelnd dezinfekce
Rutni pfedCisténi kartd-  m Vhodny €istici kartac Kapitola Strojni ¢isténi/dezinfekce s ruénim
cem .a n?sVIEdvne'strOJnl B Injekeni stfikagka na jedno pouZiti predc¢isténim a podkapitola:
alkalicke ¢isténi a 20 ml ® Kapitola Ruéni pred¢isténi kartackem
tepelna dezinfekce Kaitola Stroini alkalické &igténi
m SN320R B \yrobek ukladejte do sitového kose ™ Kapitola Strojni alkalicke cisteni a
o , uréeného k &idténi (zabrafite vzniku tepeina desinfekce
B ZkuSebni implantaty oplachowych stind).
Ruéni ¢isténi ultrazvu- B Vhodny &istici karta¢ Kapitola Strojni ¢isténi/dezinfekce s ru¢nim

kem a kartackem a
nasledné strojni alkalické
¢isténi a tepelna desin-
fekce

m SN305R

B Injekéni strikacka na jedno pouZiti

20 ml

Vyrobek ukladejte do sitového kose
uréeného k ¢isténi (zabrafite vzniku
oplachovych stind).

predc¢isténim a podkapitola:

B Kapitola Ru¢ni pred¢isténi ultrazvukem
a kartackem

m Kapitola Strojni alkalické ¢iSténi a
tepelna desinfekce

3.8

Ruéni ¢éisténi/dezinfekce

» Pred ruéni dezinfekci nechejte z vyrobku dosta-
te¢né okapat oplachovaci vodu, aby nedoslo ke zfe-
déni roztoku dezinfekéniho prostredku.

» Po ru¢nim ¢isténi/dezinfekci zkontrolujte viditelné
povrchy vizualné na pfipadné zbytky.

» \/ pfipadé potfeby postup &isténi/dezinfekce zopa-

kujte.
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3.8.1 Rucni Cisténi a desinfekce ponofenim

Desinfekéni ¢isténi

Koncentrat neobsahujici aldehydy,

[chladno) fenoly a QAV, pH ~ 9%
Il Mezioplach PT 1 PV -
(chladno)
[} Desinfekce PT 5 PV Koncentrat neobsahujicialdehydy,
(chladno) fenoly a QAV, pH ~ 9%
1\ Zavérecny oplach  PT 1 DEV -
(chladno)
\" Suseni PT - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)
PT: Pokojov teplota
*Doporuceno:BBraun Stabimed fresh
» Respektujte informace o vhodnych Cisticich karta- Faze Il

¢ich a jednorazovych stfikackach, viz Validovany
postup Cisténi a dezinfekce.

Faze |

» Vyrobek uplné ponofte do Cisticiho a dezinfekéniho
roztoku minimalné na 15 min. Dbejte pfitom na to,
aby byly namoceny viechny pfistupné povrchy.

» Vyrobek Cistéte vhodnym Eisticim karta¢em v roz-
toku tak dlouho, az na povrchu nebudou viditelné
zadné zbytky.

» V pripadé potreby drhnéte neviditelné povrchy
nejméné 1 min vhodnym ¢isticim kartacéem.

» Netuhymi komponentami jako napf. stavécimi
srouby, klouby atd. v pribéhu ¢isténi pohybujte.

» Zavérem tato mista dikladné proplachnéte pomoci
vhodné stfikacky na jedno pouziti dezinfekénim
roztokem s Cisticim U¢inkem, minimalné vsak
5 krat.

Faze Il

» \lyrobek dikladné oplachnéte/proplachnéte pod
tekouci vodou (viechny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi
srouby, klouby atd. v priibéhu proplachovani pohy-
bujte.

» Zbytkovou vodu nechte dostateéné okapat.
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» Vyrobek tplné ponofte do desinfekéniho roztoku.

» Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v pribéhu dezinfikovani pohy-
bujte.

» Proplachnéte lumen na zacatku doby pisobeni
vhodnou jednorazovou stfikackou nejméné 5krat.
Dbejte pfitom na to, aby byly namoceny vsechny
pfistupné povrchy.

Faze IV

» Vyrobek  dukladné oplachnéte/proplachnéte
(v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. pfi kone¢ném oplachu pohy-
bujte.

» Proplachnéte lumen vhodnou stfikackou na jedno
pouziti nejméné 5 krat.

» Zbytkovou vodu nechte dostatec¢né okapat.

Faze V

» Ve fazi sudeni vysuste vyrobek s pouzitim vhodnych
pomocnych prostfedki (napf. utérek, stlaceného
vzduchu), viz Validovany postup ¢isténi a dezin-
fekce.



’ vev

3.8.2 Rucni Cisténi ultrazvukem a desinfekce ponofenim

Faze Krok T t Konc.  Kvalita Chemie
[*c/°F1  [min] [%] vody
| Ultrazvukové ¢isténi  PT >15 2 PV Koncentrat neobsahujici aldehydy,
(chladno) fenoly a QAV, pH ~ 9*
Il Mezioplach PT 1 - PV -
(chladno)
1] Desinfekce PT 5 2 PV Koncentrat neobsahujici aldehydy,
(chladno) fenoly a QAV, pH ~ 9*
1\ Zavérecny oplach PT 1 - DEV -
(chladno)
\Y Suseni PT - - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)
PT: Pokojov teplota

*Doporuceno: BBraun Stabimed fresh

» Respektujte informace o vhodnych ¢isticich karta-
¢ich a jednorazovych stfikackach, viz Validovany
postup ¢iSténi a dezinfekce.

Faze |

» Vyrobek Cistéte minimané 15 min v ultrazvukové
lazni (frekvence 35 kHz). Pfitom je zapotfebi dbat
na to, aby viechny pfistupné plochy byly namoceny
a zabranit vzniku zvukovych stin(.

» Vyrobek cistéte vhodnym ¢&isticim kartacéem v roz-
toku tak dlouho, aZ na povrchu nebudou viditelné
zadné zbytky.

» V pfipadé potreby drhnéte neviditelné povrchy
nejméné€ 1 min vhodnym ¢isticim kartacem.

» Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v pribéhu ¢isténi pohybujte.

» Zavérem tato mista dikladné proplachnéte pomoci
vhodné stfikacky na jedno pouziti dezinfekénim
roztokem s Cisticim u¢inkem, minimalné vsak
5 krat.

Faze Il

» Vyrobek dakladné oplachnéte/proplachnéte pod
tekouci vodou (v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v pribéhu proplachovani pohy-
bujte.

» Zbytkovou vodu nechte dostatecné okapat.

Faze Ill

» Viyrobek tplné ponofte do desinfekéniho roztoku.

» Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v pribéhu dezinfikovani pohy-
bujte.

» Proplachnéte lumen na zacatku doby pisobeni
vhodnou stfikackou na jedno pouziti nejméné
5 krat. Dbejte pfitom na to, aby byly namoceny
viechny pfistupné povrchy.

Faze IV

» \lyrobek dikladné oplachnéte/proplachnéte pod
tekouci vodou (v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. pfi kone¢ném oplachu pohy-
bujte.

» Proplachnéte lumen vhodnou stfikackou na jedno
pouziti nejméné 5 krat.

» Zbytkovou vodu nechte dostateéné okapat.

Faze V

» Ve fazi suSeni vysuste vyrobek s pouZitim vhodnych
pomocnych prostfedki (napf. utérek, stlaceného
vzduchu), viz Validovany postup ¢isténi a dezin-
fekce.
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3.9  Strojni ¢isténi/dezinfekce

Upozornéni

Cistici a desinfekéni pFistroj musi mit ovéfenou tcinnost
(napf. povoleni FDA nebo oznaceni CE na zdkladé normy
DIN EN ISO 15883).

Upozornéni
Pouzity ¢iatici a desinfekéni pfistroj musi byt pravidelné
udrZovany a kontrolovany.

3.9.1 Strojni alkalické ¢iSténi a tepelna dezinfekce
Typ pfistroje: jednokomorovy Cistici/dezinfekéni pfistroj bez ultrazvuku

Predoplach <25(77
] Cisténi 55/131 10 DEV m Koncentrat, alkalicky:
- pH~13
- <50 aniontové tenzidy
m Pracovn roztok 0,5 %
- pH~11*
[} Mezioplach >10/50 1 DEV -
vV Termodesinfekce 90/194 5 DEV -
\" Suseni - - - Podle programu ¢isticiho a desinfekéniho
pristroje
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)

*Doporucen: BBraun Helimatic Cleaner alcaline

» Po strojnim CiSténi a dezinfekei zkontrolujte
vdechny viditelné povrchy, zda na nich nejsou
zbytky.
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3.10 Strojni ¢isténi/dezinfekce s ru¢nim
predcisténim

Upozornéni

Cistici a desinfekéni pfistroj musi mit ovéfenou tcinnost

(napf. povoleni FDA nebo oznaceni CE na zdkladé normy

DIN EN ISO 15883).

Upozornéni
Pouzity ¢iatici a desinfekéni pfistroj musi byt pravidelné
udrZovany a kontrolovany.

3.10.1 Rucni predcisténi kartackem

Desinfekéni ¢is-

Koncentrat neobsahujici aldehydy,

téni [chladno) fenoly a QAV, pH ~ 9%
] Oplach PT 1 PV -
(chladno)
PV: Pitna voda
PT: Pokojov teplota
*Doporuceno:BBraun Stabimed fresh
» Respektujte informace o vhodnych Cisticich karta- Faze Il

¢ich a jednorazovych stfikackach, viz Validovany
postup Cisténi a dezinfekce.

Faze |

» Vyrobek uplné ponofte do Cisticiho a dezinfekéniho
roztoku minimalné na 15 min. Dbejte pfitom na to,
aby byly namoceny viechny pfistupné povrchy.

» Vyrobek Cistéte vhodnym Eisticim karta¢em v roz-
toku tak dlouho, az na povrchu nebudou viditelné
zadné zbytky.

» V pripadé potreby drhnéte neviditelné povrchy
nejméné 1 min vhodnym ¢isticim kartacéem.

» Netuhymi komponentami jako napf. stavécimi
srouby, klouby atd. v pribéhu ¢isténi pohybujte.

» Zavérem tato mista dikladné proplachnéte pomoci
vhodné stfikacky na jedno pouziti dezinfekénim
roztokem s Cisticim U¢inkem, minimalné vsak
5 krat.

>

>

Viyrobek dikladné oplachnéte/proplachnéte pod
tekouci vodou (v3echny pFistupné povrchy).
Netuhymi komponentami jako napf. stavécimi
srouby, klouby atd. v pribéhu proplachovani pohy-
bujte.
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3.10.2 Rucni pfedcisténi ultrazvukem a kartackem

| Ultrazvukové cisténi Koncentrat neobsahujici alde-
[chladno) hydy, fenoly a QAV, pH ~ 9%
] Oplach PT 1 - PV -
(chladno)
PV: Pitna voda
PT: Pokojov teplota

*Doporuceno:BBraun Stabimed fresh

» Respektujte informace o vhodnych &isticich karta-
¢ich a jednorazovych stfikackach, viz Validovany
postup Cisténi a dezinfekce.

Faze |

» Vyrobek Cistéte minimané 15 min v ultrazvukové
lazni (frekvence 35 kHz). Pfitom je zapotfebi dbat
na to, aby viechny pfistupné plochy byly namoceny
a zabranit vzniku zvukovych stin(.

» \Vyrobek Cistéte vhodnym cisticim kartaéem v roz-
toku tak dlouho, az na povrchu nebudou viditelné
zadné zbytky.

» V pripadé potreby drhnéte neviditelné povrchy
nejméné 1 min vhodnym ¢isticim kartacem.

» Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v pribéhu ¢isténi pohybujte.

» Zavérem tato mista dikladné proplachnéte pomoci
vhodné stfikatky na jedno pouZiti dezinfekénim
roztokem s Cisticim uéinkem, minimalné vsak
5 krat.

Faze Il

» Vyrobek dakladné oplachnéte/proplachnéte pod
tekouci vodou (vdechny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v pribéhu proplachovani pohy-
bujte.
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3.10.3 Strojni alkalické cCisténi a tepelna desinfekce
Typ pfistroje: Jednokomorovy ¢istici/desinfekéni pfistroj bez ultrazvuku

Pfedoplach <25(77
] Cisténi 55/131 10 DEV m Koncentrat, alkalicky:
- pH~13
- <509 aniontové tenzidy
m Pracovn roztok 0,5 %
- pH~11*
1] Mezioplach >10/50 1 DEV -
v Tepelna desinfekce 90/194 5 DEV -
\" Suseni - - - Podle programu Cisticiho a desinfekéniho
pfistroje
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)

*Doporuceno: BBraun Helimatic Cleaner alcaline

» Po strojnim &isténi/desinfekei zkontrolujte povrchy
na viditelné zbytky.
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3.11 Revize
» \iyrobek nechejte vychladnout na teplotu mistnosti.
» Mokry nebo vihky vyrobek vysuste.

3.11.1 Vizualni kontrola

» Ujistéte se, Zze byly odstranény viechny nedistoty.
Pfitom je potfeba dat pozor zejména na napf. lico-
vané plochy, zavésy, dfiky, prohloubenda mista,
vrtaci drazky i boky zubl na rasplich.

» U znedisténych vyrobkd: Proces ¢isténi/dezinfekce
zopakujte.

» Zkontrolujte vyrobek, zda neni poskozeny, napf.
izolace, zkorodované, volné, ohnuté, rozlomené,
popraskané, opotfebené, silné poskrabané a odlo-
mené dily.

» Zkontrolujte vyrobek, zda nechybi napisy nebo nej-
sou vybledlé.

» Viyrobek s uzkym dlouhym tvarem zkontrolujte, zda
neni zdeformovan (zejména rotujici nastroje).

» Zkontrolujte povrchy, zda nevykazuji hrubé zmény.
» Zkontrolujte vyrobek, zda nema otrepy, které by
mohly poskodit tkan nebo chirurgické rukavice.

» Zkontrolujte vyrobek, zda nema volné nebo chybé-
jici dily.

» Poskozeny vyrobek okamzité vyradte a predejte
technickému servisu spoleénosti Aesculap, viz
Technicky servis.

3.11.2 Funkcni zkouska

A POZOR

Nebezpedi poskozeni vyrobku (otérem/korozi)

v dusledku nedostateéného mazani olejem!

» Pohyblivé dily (napf. klouby, posuvné dily a zavi-
tové tyce) pred funkéni zkouskou naolejujte
osetfovacim olejem vhodnym pro pouZitou steri-
lizaéni metodu (napf. v pfipadé parni sterilizace
olejovy sprej STERILIT® | JG600 nebo kapaci
maznici STERILIT® | JG598).

» Rozmontovatelny vyrobek sestavte, viz Montaz.

Zkontrolujte fungovani vyrobku.

» Zkontrolujte vSechny pohyblivé ¢asti (napf. zavésy,
zamky/zéavory, posuvné &asti atd.), zda jsou zcela
pohyblivé.

» Zkontrolujte kompatibilitu s pFislusnymi vyrobky.

» Nefunkéni vyrobek okamZité vyfadte a predejte
technickému servisu spole¢nosti Aesculap, viz
Technicky servis.

v
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3.12 Montaz

Zavadéci nastroj SN305R

» Otocte spinacem 2 doleva (smér g).

» Zasunte tycku 6 do trubice 1, viz Obr. 12.

» Otocte oto¢nou matici 3 proti sméru hodinovych
ru¢icek (ve sméru ,loosen”), aby se tycka 6 posu-
nula dopfedu, viz Obr. 1.

3.13 Baleni

» \Viyrobek uloZte na pfislusné skladovaci misto nebo
do vhodného sitového ko3e. Zajistéte ochranu ostfi
nastroj.

» Sitové koSe zabalte primérené steriliza¢nimu
postupu (napf. do sterilnich kontejnerd Aesculap).

» Zajistéte, aby obal zabezpecil uloZeny vyrobek
v pribéhu skladovani proti opétovné kontaminaci.

3.14 Parni sterilizace
Upozornéni

Zavddéci ndstroj SN305R se smi sterilizovat pouze
v rozebraném stavu.

» Zajistéte, aby steriliza¢ni prostfedek mél pfistup ke
viem vnéjsim i vnitfnim povrchiim (napf. otevienim
ventild a kohoutd).
» Validovana metoda sterilizace
- Vyrobek rozeberte
- Parni sterilizace frakcionovanou vakuovou
metodou

- Parni sterilizator podle normy DIN EN 285 a
validovany podle normy DIN EN ISO 17665

- Sterilizace se musi provést ve frakcionovaném
vakuu pfi teploté 134 °C, doba pusobeni 5 min

» Pri soucasné sterilizaci nékolika vyrobki v parnim
sterilizatoru najednou zajistéte, aby nedoslo
k pfekroceni maximalniho stanoveného objemu
parniho sterilizatoru dle pokynG vyrobce.

3.15 Skladovani

» Sterilni vyrobky skladujte v obalech nepropoustéji-
cich choroboplodné zarodky, chranéné pred pra-
chem v suchém, tmavém a rovnomérné temperova-
ném prostoru.



4. Technicky servis

A POZOR

Provadéni zmén na zdravotnickych prostfedcich

muzZe mit za nasledek ztratu zaruky/naroku ze

zaruky jakoz i pfipadnych povoleni.

» Na vyrobku neprovadéjte zmény.

» Pro servis a opravu se obratte na své narodni
zastoupeni spoleénosti B. Braun/Aesculap.

Adresy servisu

Aesculap Technischer Service
Am Aesculap-Platz

78532 Tuttlingen [ Germany

Phone: +49 7461 95-1601
Fax: +49 7461 16-2887
E-Mail: ats@aesculap.de

Adresy dalSich servisi se dozvite prostfednictvim vyse
uvedené adresy.

5. Likvidace

/\ VAROVANI

Nebezpedi infekce zpusobené kontaminovanymi

vyrobky!

» Pfi likvidaci nebo recyklaci vyrobku, jeho kom-
ponent a jejich obalt dodrzujte narodni pfedpisy.

6.  Symboly na vyrobku a obalu

@ Pfipojeny implantat
[8 Odpojeny implantat

7. Distributor
B. BRAUN Medical s.r.o.

V Parku 2335/20

148 00 Praha 4

Tel.: 271091 111
Fax: 271091 112
E-mail: servis.cz@bbraun.com
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